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I . PURPOSE

This directive describes FSI' S policy and organi zati onal responsibilities when
unidentifiable mcrobial inhibition is detected during |aboratory anal ysis of
meat and poultry tissues for antibiotic residues. The data reported are
reviewed periodically to determ ne the need for new conpound identification
t ests.

1. CANCELLATI ON
FSIS Directive 10,012.1, dated 11/20/85
[11. REASONS FOR RElI SSUANCE

This directive has been rewitten inits entirety. Mny of the program nanmes
and form nunbers have changed. In addition, Agency policy and
responsi bilities have been clarified.

| V. REFERENCES
MPI Regul ations, Sections 309, 318, and 381
V. ABBREVI ATI ONS AND FORMVS

MD M crobiology Division

M C M crobiologist in Charge

S&T Sci ence and Technol ogy

SM  Supervi sory M crobi ol ogi st

TSL Techni cal Support Laboratory

UM Unidentifiable Mcrobial Inhibition
210 Reporting Code for UM

FSI'S Form 10, 000- 2, Laboratory Report, dated 4/92
FSI'S Form 10, 530-1, Mnitoring Residue Program dated 12/87
FSI'S Form 9770-2, Inport Residue Program dated 2/91

VI. DEFI N TI ON

Uni dentifiable Mcrobial Inhibition. Antimcrobial activity in tissue that
cannot be attributed to a specific conpound.

Vil. POLICY



A FSIS | aboratories will report instances when a UM is found in an
of ficial analysis.

B. All UM data from such reports will be periodically reviewed to
determ ne the need for new conpound identification tests.

C. When new conpound tests are needed, appropriate identification
tests will be devel oped or procured.

D. After review by the MD, the new tests will be inplemented at all
FSIS | aboratories to reduce the incidence of UMs.

VIIT. PROCEDURES/ RESPONSI BI LI TI ES

This section describes the procedures for determning when a UM exists;
identifies responsibilities; describes necessary UM reporting within the
Agency; and provides for a process that will lead to better identification of
conpounds causing m crobial inhibition.

A The m crobiol ogi st/technician at an FSIS | aboratory will identify
and report any UM found while analyzing tissue sanples for antibiotic
resi dues as follows:

1. Follow instructions for established analytical procedures
suppl enented by instructions issued by the Director, MD, with concurrence of
the Assistant Deputy Adm nistrators, S&T.

2. Exhaust possibilities for identifying a specific antibiotic by
use of appropriate FSI'S m crobiological and i nmunol ogi cal tests.

3. Initially, report a UM on the appropriate | aboratory report
form Then, after additional findings are nade, prepare or update any
report(s) as currently required under standard procedures.

4. Send a tissue sanple and FSIS Form 10,000-2, FSIS Form
10,530-1, or FSIS Form 9770-2 with the report of the prelimnary UM finding
to the Chemstry Section of the TSL for possible further testing. Update the
report(s) as required based on any subsequent findings from other
| abor at ori es.

B. The M C of the TSL or the SMof the Antibiotic Section will review
the UM report and concur on the mcrobiologist/technician's findings, if
appropriate, and wll:

1. Determne fromchemstry | aboratory reports whet her additional
chem cal or other testing is warranted, whether further testing has been
conpl eted, and whether results of tests nmade in the TSL justify or resolve
the initial UM determ nation.



2. Submt additional tissue sanples in response to any witten or
oral notification nmade by the SM TSL, or chem stry |laboratory that nore
sanpl es are needed for additional tests.

3. Record and report according to standard procedure on any
specific conmpound(s) identified as inhibiting mcrobial growh before the
ti ssue sanpl e was exhausted and becane "i nadequate."

4. Record and report on appropriate fornms final results of all
tests carried out by the chem stry | aboratory.

5. Enter any data generated by the |aboratory under the MC or
the SM into the Laboratory Sanple Flow System using standard operating
procedures. The report quantitation code "----" will be entered as "9999."

NOTE: Results of any prior or subsequent testing by another |aboratory, such
as another TSL or a chemstry laboratory, will be entered by that |aboratory.

6. Provide for data evaluation. On a weekly basis, the MC or
the SM at each |aboratory wll send copies of all final UM case reports
along with the corresponding in-house mcrobial bioassay result forns,
i munoassay result fornms, and all avail able chem cal analysis result fornms to
the Director, MD, for staff review and evaluation. These copies of UM cases
are those reported out for the prior week.

C. The Chem stry Section of the TSL wll, when requested, test a
tissue sanple submtted by the M crobiol ogy Section where a UM response was
initially identified and:

1. Carry out any further testing on a sanple that has been
reported as an apparent UM by the M crobiology Section to determ ne the
validity of reporting the result as a UM.

2. Report to the MC or SM who submtted the tissue sanple,
according to standard procedures, any positive identification of a specific
antibiotic so that the occurrence of the inhibitionis not reported as a UM.

3. Report to the MC or SMwhen the tissue sanple is insufficient
for conpletion of all available tests necessary for identifying the substance
causing the antimcrobial response. Inability of the |aboratory to carry out
all available applicable tests because of an "insufficient tissue sanple”
does not provide the justification for declaring a finding of "UM."

a. Report to the MC or SM with respect to tests not
conpleted wwth the notation on the form "Insufficient sanple available to
conplete identification of antimcrobial response.”

b. Request that the MC or SM submt an adequate tissue
sanple for conpletion of tests.



4. Discard an "insufficient" tissue sanple at the point when no
further tests can be made. Continue with tests when a new tissue sanple is
subm tted.

5. Enter any data generated by the Chem stry Section into the
Laboratory Sanple Flow System using standard operating procedures.
The report quantitation code "----" will be entered as "9999."
D. The M crobiology Division will maintain official reports of UMs

and ensure:

1. The validity of the final UM finding by determ ning that each
ti ssue sanple tested which contains a UM has been carried through a conplete
anal ytical process wusing all on-line technology available to FSIS
| abor at ori es.

2. That a UM finding is indicated on the currently used FSIS
forns by the Code "210," followed by the appropriate tissue code, followed by
the appropriate quantitation code that indicates that the UM is not
gquantifiable. An exanple for reporting a UM detected in a kidney sanple is:
210-4 "----."

3. The recei pt and | oggi ng, on a weekly basis, of the copies of
all final UM case reports that are received.

Note: Each M C and SM at FSIS |aboratories will send in a weekly report
acconpani ed by the in-house analytical result forns that correspond to the
cases report ed.

E. The Director, MD, wll:

1. Provide for staff review and evaluation of all final UM case
reports received fromMOGCs or SMs and reported out for the prior week.

2. Monitor the incidence of reports, periodically evaluate the
data, and nake recommendations to the FSIS |aboratories for further
anal ytical work or test interpretations, as appropriate.

3. Determne the need for and recommend new conpound
identification tests, wth the concurrence of the Assistant Deputy
Adm ni strators, S&T.

4. Provi de for evaluation of new conpound identification tests.

5. Provide for inplenentation of any satisfactory new conpound
identification tests at all FSIS | aboratories as soon as possible to reduce
the i ncidence of UM s.

| X FURTHER GUI DANCE



For further information or answers to questions from | aboratory personnel,
pl ease call the Director, M, (202) 205-0212. Questions from inplant
i nspectors should be directed to the regional residue officers.

Patricia Stolfa
Acting Deputy Adm nistrator
Sci ence and Technol ogy



